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PATENT 

Attorney's Docket No. 5175-135 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

in re: Conk.e et al. If^TZSZ^ P " 

Serial No.: 09/701 ,760 Art Unit 1645 

c;i^. Anrii 1Q 9001 Confirmation No. 8928 

f!?"^ Sporu/af/on of Cyste and Oocysts 

Date: February 14, 2005 

Mail Stop Petition 

Attn: Ms. Sherry Brinkley p^X RECEIVED 

Via Facsimile 571-273-0025 

Commissioner for Patents p^g l 4 2005 

P.O. Box 1450 

Alexandria. VA 2231 3-1450 0F p, CE Q p PETITIONS 

PETITION FOR WITHDRAWAL FROM ISSUE ^ 
PURSUANT TO 37 CFR 1 .31 3 (c)(2) m 

Dear Sirs, 

Applicants hereby petition for withdrawal of this application from issue. The 
issue fee for the above-mentioned patent application was paid in error on October 
21 , 2004. A copy of the Fee Transmittal dated October 21 , 2004 and a copy of the 
notice of allowance and issue fee due are included with this petition. 

Applicants submit good and sufficient reason for withdrawal from issue for 
consideration of the submission of a Request for Continued Examination (RCE) 
under CFR 1 1 14 with Information Disclosure Statement (IDS) as filed in the United 
States Patent and Trademark Office on August 20. 2004. A copy of the RCE with 
IDS as filed, along with copies of all references cited in the IDS and a copy of the 
receive-stamped return postcard are included with this petition. Applicants note that 
the RCE and accompanying IDS were filed prior to the erroneous payment of the 
issue fee. 

Accordingly. Applicants respectfully request withdrawal of th,s apphcabon 
from issue and consideration of the RCE and IDS submitted on August 20. 2004. 
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The Commissioner is authorized to charge the specified $130.00 petition fee 
to Deposit Account No. 50-0220. Further, the Commissioner is authorized to charge 
any deficiency or credit any overpayment to Deposit Account No. 5(M)220. 

Respectfully submitted, 

f\ r 

Karen A. Magri 
Registration No. 41 ,965 



CERTIFICATION OF FACSIMILE TRANSMISSION 
UNDER 37 CFR 1.8 

I hereby certify that this correspondence is being 
facsimile transmitted to the Office of Petitions at the United 
ISS Patent and Trademark Office via the facsimile number 
571-273-0025 on February 14, 2005. 



Sarah Brnnmeipr 



Customer No. 20792 

Myers Bigel Sibley & Sajovec, P. A. 
P. O. Box 37428 
Raleigh. North Carolina 27627 
Telephone: (919) 854-1400 
Facsimile: (919) 854-1401 
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MYERS BIGEL SIBLEY & SAJOVEC, P.A. 
Patent Attorneys 
4140 Parklake Avenue, Suite 600, Raleigh, NC 27612 

■ 

P.O. Box 37428 
Raleigh, NC 27627 
919-854-1400 
Facsimile 919-854-1401 

TELECOPIER TRANSMISSION COVER SHEET 

Date: February 14, 2005 Application No. 09/701,760 

Attorney Docket: 5175-135 



Telecopier No.: 571-273-0025 

To: Office of Petitions 

Attn: Ms. Sherry Brinkley FAX RECEIVED 

Company: United States Patent and Trademark Office FEB 1 4 2005 

From: Karen A. Magri, Esq. OFFICE OF PETITIONS 

Number of Pages (Including Cover Sheet): 3 o Return fax to: Sarah B. 

If there is a problem with this transmission, please call (919) 854-1400. 

Our fax number is (919) 854-1401 . 



CERTIFICATION OF FACSIMILE TRANSMISSION 
UNDER 37 CFR 1.8 

I hereby certify that this correspondence is being facsimile transmitted to the Office of Petitions at 
the United States Patent and Trademark Office via the facsimile number 571-273-0025 on February 14, 
2005. 



Sarah Brunmeier 



Confidentiality Note 

The information contained in this facsimile message is legally privileged and confidential 
information intended only for the use of the individual or entity named above. If the reader of this 
message is not the intended recipient, you are hereby prohibited, if you have received this 
telecopy in error, please immediately notify us by telephone and return the original message to us 
at the address above via the United States Postal Service. THANK YOU. 
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PART B - FEE(S) TRANSMITTAL 
Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE 



or Fax 



Commissioner; for Patents 
P.O. Box 1450 
Alexandria, Virginia 22313-1450 

(703) 74^4000 



COPY 



lNSYtdlCDONS: This' form should bc.uscd for trosmifttag fee ISSUfl FEE axid FU0UCATION FEB (if retjuixod). Bloefes I through 5 fhould be completed where 
appropriate- Ail further cajrewandericc Snetudlne rhc Patent. od>i«wc orders ood notifioatfoa of nmatcnmCo fed will be mailed Id the current correspondence .addrcsj a$ 
bSkattd unless ccreeacd beio* or directed otherwise in [3 lock 1, by (h) spttJfytny * new cofxcspanacACC address; .v\fl/ar (b) mOkwuTy a separate "fEfi ADDRESS" far 
mfltftfeounce fee padncmiont. 



vBtnTnnrr* 

■235 F^fr 4?od Strcrt 

Wtw Y o iK^JY 1Q017 - 5753 



Scully, Scott, Mlsphy * Presser 

^0 Garden City Plaza, Suite 300 
Gacdsn City, New York 11530 



Note: A certificate of moil in? can on|y be MScd for domcffle moiKngx of (he 
Fed*) Truurtritut Thl5 CcnifiCue cannm ba Died for nny other aceorapanyin" 
paper?. E»ch additional puper, iueh M tin aisttamient or formal draws, rao* 
have tu own certificate of raufinc, flrffaimni'aioft. 

Certificate of Majlicxcr Trans mis jjau 
X hcrobv certify ihat this Ferft) TransmiuaJ is bemg deposited with the United 

Slates Postal Service with wfftricM postr — r — ' * — 

addressed 10 the Mail S*o» ISSUE F£_ 
rrftntnaittcd to (ha USPTO (7DJ> 7*6^000, 




refear Xi Bernstein 




PU-^l^ 




Qfcfcer 21, 3X4 


<0s*d 



Ai'KtJCAttoN No. 



I 



filing Date 



I ATTORNEY DOCKET NO. / CONFIRMATION NO, I 



FIRST NAMED inventor 

Ttan OF INVENTION.' METHOD FOR THE PURIFICATION, RECOVERY, AND SPORULaTION OF CYSTS AND OOCYSTS 

FEB 1 4 2005 



L 



ApPLN.TYPt 



I 



SMALL £NTTTY 



L<SUE f£E 



PUBLICATION FCE 



TOTAL fEaS)DI 



TMRpCDvlstlKUl 



NO 



El 



50 



EXAM IN EH 



ART UNIT 



CLASSStfBCLASS 



I0/2S/2OQ4 



SWARTZ. RODNEY P 



I6«5 



424-093100 

X Tec ptia<ih£ en the paUnC foitfpage, list 

(L) die AUtKS Of up to 3 ra^Cred p&toni Attorneys 
or agent* OR, lUctMiWaly, 

&) die (wnc of iskkjle Ann (h*ntk<< u a member & 
registered attorney or a^enl) Jod (he names Ot Op Co 
2 tf^5i»todpui™i aaomeyi ex aannv. tf no mme » 
Sued* no name ufll fee printed. 



correspondence address or hidkuioo of "Fee Addles^ (3"? 

U Change of cOnctpfmdcnco nddreitf (or Gunge of Conesposdence 
Addjress aitachtd. 

U "Fee AddltU" Indicaiion (or Tee Address" iDditmiloo fomi 
PTQftB/47; R&v 03-02 or mots roccm) anacM. L'«c of q Cusiw^r 
.vNumbtr h rcqnircrt . 



Scull/, Scott, 



Marphy & Bresser 



1 ASSIGN eg WaME aNO RESIDENCE DATA TO BE PRINTED ON THE PATENT (prlni or cyee> " 

PLEaSE NOTE; Unleva M auj^nee u idend'f'Cd bcluw, po aisigilcc dam witJ JVfpca on ihe poiem, tf sn ifstgnee *t tdcniified below, .rhe document h» bed) filed for 
rccwikligrt M A« forUi ia 37 CFlfj. 1 1. CompkiJon of this form i?NOT a sutelh^o for filing anajn^etiL 



tA)?<AME OF ASSIGNEE 

Pfizer, Inc. 



(8) RESIDENCE: (CITY end STATE OR COUNTRY) 

New York, NY 

U in<£vioVnd S corpor aiion or ether privtiic {javmp entity U ^dvcnimera 



Ptoave check the of prop ridts awiyKc cateaory cc i-aicjorici (wili ou t be princcd oo the patent); 
4* The falhjVtfn; few vc eaalc^ed: 4b. Payawu of Fact*): 

Si rwc Pee « A Ctieclc In die aftxnmi of ihe fcc(f) Is enclosed. 

U Poblleaiiion Fee (Ng mall end iy discount perm icted) U PiyiUcttL by credit cvd facra PTO-203 $ h AJnoehod. 

U Advance Order - = of Copies ij The Uircctof U 



The Director ^ hcitby jnfoyn&A ^LSfvpGe the ruwlrtd fee<5 A or ured^ any oveng 
Deposit Accent Number IQ^TiyP/gflBPll^ (cncknc an eSm copy of ihi fertoT 



overp^ynieuL to 



5. Cbanfc to cVitJty Siarui (fram xcaCus indkUcd above) 

U :u Applicant daims ShdAU ENTITY iQCu*. S<e 37 CFR i .27. 



U b- Applicant is not cblmiq^ SMaIX ENTITY siaau. Set 37 CFR 1.27([U(2X 



The Dlnjciur gf <bc USPTO I* rwiucsicH apply the Issue Fee And Publication Fco (if Any] or to rc-npp^y wy pnrviogily ptifd bsue fee Co U»e upalication WenOTted above, 
TE; The lsnw Fee f 
ret si s ho»n by itn 

(Au(horSeisignirure) 



NOTE; The ; lwwe Fee and Publican Fee (if required) will not be accepted froni anyone other than the applicant; fl revered Attorney or a-cnli Of the asfstce Of 01 he* pany in 
lAlcrots* 5ho*nby itl^tceocdsoftheUftitedSWex PoiemDirfTradcmMkOfflcc. 



(Auihomed Signature) feter I. ^ostein ( Daffi ) 
Ree#3,4?7 October 21, £OQ4 



eeUectton of viCxr^aAon a required by 37 CFR 131 1 . The iAfofflwrion Is required ta obtain or tetoia a benefit by die public N^ch h to file fabrj bv tfir USPTO to etvcm) 
an ^oppheatwf), COnndcntialiry.U (joverned^y US,C. 122 wid 37 CFR 1.14. ThU collection ** artima/ed to uku 12 miaucef w coranletc ovebkintf Kothenn^ pKwafuic. wil 
sfltmiKin^ (Uc completed sppucatioA fomi to die USPTO. Tine tuft vary dependin; upon the iadlvlort cuur. Any comracntt on the aniooni of time yon leoulce to coranlctc 

thu Afn nnoVar ^uatfeJfjon* ^JfE^cing this ^n^^wld be scne to <hc Chief Infonn«5co Oftlecr.U.S. Pt»(=nl ajtd Trademark Office. U^. Dcpanmenl of Commeiee.P.O. 
Box 14^.Mc^^^i™ji221l3-l4W, DO NdT SEND FEES OR COMPLETED FORMS TO^KlS ADDRESS. SEND TO; Corrwnioicncrfor PuusAti, P.O~So* l^iO. 
AJexandria. Vlr*pnl5 W l£r4p0. 

(Mdo' ti>c h>pcr*\>rk Rgdyciiiun Act of 1095, ng penum ^ required lu respond CO J collection of uifttn^i'mn unless it foplayt a valid 0M5 control number. 



TRANSMrr TltlS FOJtM WITH F£C(S> 

PTOI.-SJ iRsv. 07AM) Apprnved foi use through 0o730/2007. CM 8 065 1-0033 U.S. P,-tfcnt and ToukAur); Office; U.S DEPAltTMENT OF COMMERCE 
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United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
Italia! SlEltl PiTssf cod TnldflJArifeCsBft- ~~ — . . 

Alwn***. Virgmid 22315*1430 



NOTICE OF 



7590 

Paul H Ginsburg 

Pfizer bxc 

20th Floor 

235 East 42nd Street 

New York. NY 10017-5755 



07/23/2004 




EE(S) DUE 



FEB 1 4 2005 
OFFICE OF PETITIONS 




17/23/2004 



APPLICATION NO. 



hung date 



first named inventor 



| ATTORNEY DOCKET NO. | CONFIRMATION NO. 



PC 10433 A 



09/701,760 04/19/2001 Harold N. ConWe 

TrtLE OF INVENTION: METHOD FOU.THE PURIFICATION. RECOVERY, AND SPORUUTION OF CYSTS AND OOCYSTS 



9923 



*ppin. type 


I 


Small entity ] 


ISSUBFEE 


| PUBLICATION FEE 


| TOTAL FEBS) DUE | 


DATS DUE 


nOAprovLsLorml 




NO 


S1330 


SO 


$1350 


10/25/2004 



THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT. 
PROSECUTION ON THE MERITS IS n,nSED . THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS. 
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON 
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308. 

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN I&REE MO^H»S FROM THE 
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. HflS 
STATUTORY PERIOD CANNOT BE EXTENDED . SEE 35 U.S>C 151. THE ISSUE FEE DUE INDICATED ABOVE 
INFLECTS A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE APPLIED IN THIS APPLICATION. THE PTOL-85B (OR 
AN EQUIVALENT) MUST BE RETURNED WITHIN THIS PERIOD EVEN IF NO FEE IS DUE OR THE APPLICATION WELL 
BE REGARDED AS ABANDONED- 
HOW TO REPLY TO THIS NOTICE: 
1. Review the SMALL ENTITY status shown above. 



1 f the SMA LL EN TITY is shown as YES. verify your currcm 
SMALL ENTITY stanis; 

A. Lf rbe status is the same, pay the TOTAL FEBfS) DUE shown 
above. 

B. If the status above is to be removed, check box 5b on Part B - 
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amounr of the ISSUE FEE shown above, or 



If the SMALL ENTITY is shown as NO; 



A. Pay TOTAL FEE(S) DUE shown above, or 

B, If applicant claimed SMALL ENTITY stanis before, or is now 
claiming SMALL ENTITY stanis, check box 5a on Part B - Fee(s) 
Transmittal and pey the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 




completed and returned. It you 

completed and an extra copy of ihe form should be submitted, 
m. All conimuiiications regarding this application must give the application number. Please direct all communications prior to issuance to 
Mail Stop ISSUE FEE unless advised to the contrary, 

IMPORTANT REMINDER: Utility patents Issuing on applications filed on or after Dec. 12, 1980 may require payment of 
maiDtenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due. 



Page 1 of 3 
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PART B - FEE(S) TRANSMITTAL 

Complete and send this form, together with applicable fee(s), to: Mail gjjj^JS^SLito 

P.O.Box 1450 

Alexandria, Virginia 22313-1450 
or Eax (703) 746^000 




maintenance fee notifications. 



CVJtUiNT CORRESPONDENCE ADDJ»GSS(Nrtte- U* WccV I for **y Atnge of sddrcwl 



75W 

Paul H Ginsburg 

Pfizer Inc 

20th Floor 

235 East 42nd Street 

New York, NY 10017-5755 



07/23/2004 




Note* A ccnificaie of mailing can only be used for domestic mailings of die 
Feces) Traniminal. this CeftScaic cannot fee used for any other ^companying 
papers. Each additional paper, such as an assignment or forma] drawing, must 
nave its o^?} certificate of mailing or transmission. 

! Certificate of Mailing or Transmission 
nibv ccnify thru (his FeefsJ TianSmitial is being deposited with the United 
e5 Postal Service with sufficient postage for tiro class mail m fin envelope 
ised to ihe Mail Stop ISSUE FEE address above, or being facsimile 
incd to theUSPTO (7031 746"4000, on the dale mdfcaicdbetow. 



(Depatfcirt tmtkJ 



(Sgniiiiir) 



ATTORNEY DOCKET NO. I CONFIRMATION NO. 

FAX DECEIV ED 



APPLICATION NO. 



RUNG DATE 



FIRST NAMED INVENTOR 



09/701.760 W/19/2001 Harold N. Conkle PCI 0433 A 

TTXLB OF INVENTION: METHOD FOR THE PURIFICATION, RECOVERY. AND SPORULATION OF CYSTS AND OOCYSTS 



FEB 1 4 2005 



APPI-N.TYPE 



SMALL ENTITY 



ISSUE FEE 



PUBLICATION FEE 



TOTAL FEEtS) DUE 



UhHlMJhiPh l li PONS 



nonpro visional 



NO 



S1330 



$0 



51330 



10/25/2004 



EXAMINER 



ART UNIT 



CLASS'SUBCLASS 



SWARTZ, RODNEY P 



1642 



424-093100 



1. Chance of correspondence address ox indication of "Fee Address" (37 
CFR 1.163). 

U Change of conxspDnderKe address (or Change of Correspondence 
Address form PTO/5B/122) attached- 

U "Fee Address" indication (or "Fee Address* Indicwion form 
PTO/SB/47; Rev 03-02 or more recent) tutacbed. Use of ft Cromer 
Number is raqtrired. 



2. For priming on the patent from page, list 

(1) the names of Up ra 3 registered p«ew attorneys 
or agents OR, alternatively, 

(2) the name of a single firm (having as a member a 
registered attorney or agent) and die names of up to 
2 registered paient attorneys or agents. If no name is 
listed, no name will be printed. 



3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type) 

PLEASE NOTE- Unless on assignee is identified below, no assignee datu will appear on the patent. If an assignee is identified below, ihe document has been Hied for 
recordation ns sei forth in 37 CFR 3. 1 1. Completion of this form is NOT a substitute for films m alignment. 



(A) NAME OF ASSIGNEE 



(8) RESIDENCE: (CITY and STATE OR COUNTRY) 



Ple ase check the appropriate assignee category or categories (will mi be printed on the paient); U individual u corporation or other private group entiry U government 
4a. The following feel s) are enclosed: 4b. Payment of Fce(s): 

U issue Fee u A chw * ani0Un[ of the fee(s) is enclosed. 

U Publication Fee (No small entity discount perraitwd) U Payment by credit card. Form PTO-203S is attached. 

• . aa^m, n „f r*™** U The Director is hereby authorised by charge the required fcc(s), or credit any overpayment. 10 
J Advance Order - # of Copies — — Deposit A wuni N un^er — (enclose w exira copy of thtf form). 

5. Change in Entity Status (from status indicated above) 

U a. Applicant claims SMALL ENTITY status. See 37 CFR 1.27. U b, Applicanl is not claiming SMALL ENTITY status. See, eg, 37 CFR 1.27(g)(2). 

The Director of the USPTO is requested to apply the Issue Fee and Publication Fee (if any) or io reapply any previously pwd issue fee to the application identified above. 
NOTE* The Issue Fee and Publication Fee (if required) ™ll not * accepted £mh anyone other (h*fl the applicam; a registered attorney or agent; or the assignee or other party m 
interest as shown by the records of me United States Paieni and Trademark Office. . 

(Authorized Signature) 




c ^iiwrvn Af inform^ k TMiiirtd bv 37 CFR 1 3 11 The mformadon is required to obtain Or retain a benefit bv the poblic which is to file (and by the USPTOio process) 
submitiing the ccmpleced r 1 " '* * 

(his form and/or SUBger*'- 
Bos 1450, AlooindrTa. „ 
Alexandria. Virginia 2231*1450. 

tinder the Puperwo* Reduction Aci of 19 93, no persons are required to respond to n collection of information unless it airplays a valid OMB control number. 

TRANSMIT THIS FORM WITH FEE(S) 

PTOL-85 (Rev. 07/04) Approved for u^e to^gh 04/30/2007. OMB0651-0033 U.S. Paient and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
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United States Patent and Trademark Office 



APPLICATION NO. 



FILING DATE 



first named inventor 



UNITED STATES DEPARTMENT OF COMMERCE 
United fiTftTw Patent «nd Trademark .Ottltz 
Addttu< COMMISSIONER FOR PATENTS 
P.O. Box H50 



I ATTORNEY DOCKET NO- | CONFIRMATION NO. j 



09/701,160 



04/ J 9/2O01 



Haxold N. Conkl* 



7590 

Paul H Ginsburg 

Pfizer I»c 

20th floor 

235 Easr 42nd Street 

New York, NY 10017-5755 



07/25/2004 




PC1CW33A 



S928 



EXAMINER 



SWAR7Z. RODNEY P 



ART UNIT 



PAPER NUMBER 



□ 



1(*5 

DATE MAILED: 07/23/2004 



FAX RECEIVED 

FEB 1 4 2005 

Determination of Patent Term Extension under 35 U-S.C 154 (b) nmp n DCTmnMC 
(application filed after June 7, 1 995 but prior to May 29, 2000) Umbt Ur Kfclll lUNb 

The Patent Term Extension is 0 day(s). Any patent to issue from the above-identified application will include an 
indication of the 0 day extension on the front page. 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Extension is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (703) 305-1383. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at (703) 305-8283. 



PTOL-S5 tRev. 07/M ) Approved for use through 04/30/2007. 
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Applicants) 


Notice of Allowability 


09/701 760 


CONKLEETAL 


Examiner 


Art Unit 






Rodney P. Swartz, Ph.D. 


1645 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 
All claims being allowable. PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application, tf not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-65) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant See 37 CFR 1.313 and MPEP 1308. 

1 . [El This communication is responsive to 25November2003. 

2. ^ The allowed daim(s) is/are j-39 and 4 1 -53 . 

3. S The drawings filed on 19 April 2001 are accepted by the Examiner, 

4. □ Acknowledgment is made of a claim for foreign priority under 35 U.S.C.§ 119(a)-(d)or(f). FEB 1 4 2005 

a) □ All b) □ Some* c) □ None of the: 

1 . D Certified copies of the priority documents have been received. OFFICE OF PETITIONS 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received In this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

5. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-1 52) which gives reason(s) why the oath or declaration is deficient. 

6. □ CORRECTED DRAWINGS ( as "replacement sheets') must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-94B) attached 

1 ) □ hereto or 2) □ to Paper No^Mail Date 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper NoJMail Date . 

Identifying Indicia such as the application number (see 37 CFR 1 .34(c)) should be written on the drawings In the front (not the back) of 
each sheet Replacement sheat(s) should be labeled as such In the header according to 37 CFR 1 .121(d). 

7 □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 




Attachments) 

1 . □ Notice of References Cited (PTO-892) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. Information Disclosure Statements (PTO-1449 or PTO/SB/08), 
Paper NoJMail Date 2/2/24 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application (PTO-152) 

6. □ Interview Summary (PT&413), 

Paper NoJMail Date . 

7. Q Examiner's Amendment/Comment 

8. B Examiner's Statement of Reasons for Allowance 

9. □ Other . 
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DETAILED ACTION 

1. Applicants' Response to Rnal Office Action, received 25November2003, is acknowledged. 
Claims 1, 7, 15, 22, 30, and 48 have been amended. Claim 40 has been caqce^d. New claims 
52 and 53 have been added. 

2. Claims 1-39 and 41-53 are pending and under conside? 

Rejections Moot/Withdrawn 

3. The rejection of claim 40 under 35 U.S.C. 112, second paragraph, as being incomplete 
for omitting essential steps, is moot in light of the cancellation of the claim. 

4. The rejection of claims 15-17 under 35 U.S.C. 112, second paragraph, indefinlteness, is 
withdrawn in light of the amendment of the claims. 

5. The rejection of claims 1-6, 28-39 under 35 U.S.C. 112, second paragraph, as being 
indefinite, is withdrawn in light of the amendment of the claims. 

6. The rejection of claims 7-14 under 35 U.S.C. 112, second paragraph, as being indefinite, 
is withdrawn in light of the amendment of the daims. 

7. The rejection of claims 18-27 and 41-51 under 35 U.S.C. 112, second paragraph, as 
being indefinite, is withdrawn in light of the amendment of the claims. 

Conclusion 

8. Claims 1-39 and 41-53 are free of the prior art of record and are allowable. 

9. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Rodney P. Swarlz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Thursday from 5:30 AM 
to 4:00 PM EST. 



FEB. 14. 2005 2:44PM 



MBS&S 919 854-1401 



NO. 1471 



P. 10 



Application/Control Number: 09/701,760 



Page 3 



Art Unit: 1645 

If attempts to reach the Examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette F. Smith, can be reached on (571)272-0864. 



assigned is (703) 872-9306. 
10. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



The tax phone number for the organization where this appiicatioi 





RODNEY P SWARTZ, PH.0 

PRIMARY EXAMINER 
Art Unit 1645 



July 21, 2004 



FEB. 14.20051 2 : 45P 



BS&S 919 854-1401 



FEB. 2. 2004 1:25PM MBS&S M9 854-1401 



.PORMPTO-1449 US- tXparantiU of Commen* 
Patttu and TimJhbhA Office 

UST OF DOCUMENTS CITED BY APPLICANT 

(y« several ahwt» if nwaawy) 



NO. 63 19 P. 5/25 

Sheet J. of .1 



Examine* 
Initial 




Attmtioy Docket Number 
5175.135 



Sezi&l Nol 
09/701,760 



CoOlcteciaL 



Filing Date 
April 19,2001 



Croup 



U. S. PATENT DOCUMENTS 



Document 
Nuniber 



Date 



Name 



FOREIGN PATENT DOCUMENTS 




2 

21 



Document 

Number 



Date 



10/27/97 
10/27*7 



Country 



Russia 

RU59W 



Subclass 



'Translation 
Yea I Wo 



No' 



RU209412V 
RU2094121 

OTHER DOCUMENTS ttnchrttng Author. Title; D ate. Pertinent Pegs, Etej^ 
KoieWikov, Q,A» 'OUpicaU of Animal HobnmthOS^^ A/»COW tolas 1*, (1974). ttatfish 
tranri*t»oo and Russian language document) 




EXAMINER 




RXAMTNBR Tninal if fftfertaceV 

PACE W RCVD AT MCOM 1:24:5* PM [Eastern f 



DATE CONSIDERED ' ( v _ w ^ . 

Sider^^ * no; tfaioa is in conkm*** wub MP*> 609; tow lint through at*on <f not * 



I Time] 1 SVftUSPT0£FXRF-1/l * OMW72S385 » CSIM19 854 1401 * DURATION fyp«]c1M 2 



FEB. 14. 2005 2:45PM 



MBS&S 919 854-1401 



NO. 1471 P. 12 


Application Number 


09/701,760 


Filing Date 


April 19, 2001 


First Named lnve0Br\ 


- Conkleetal. 


Group Art Unit 




Examiner Name 


Rodmy P. Swartz 


Attorney Docket Number 


5175-135 



REQUEST 

FOR 

CONTINUED EXAMINATION (RCE) 
TRANSMITTAL 

Subsection (b) of 35 U.S.C. § 1 32, effective on May 29, 2000, 
provides for continued examination of an utility or plant application 
filed on or after June 8, 1995. 
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NAPHTHALENE, NAPHTHALINUM 
C20H5 

Properties. Colorless, lustrous laminae with characteristic odor and taste. Insoluble in water, soluble in alcohol 
ether, chloroform. Gradually volatilizes when exposed. [Illegible] from coal tar by [Illegible] distillation. Stored in closed 
containers and in tight paper packages. 

Action and use. Possesses a slight antimicrobial and antiparasite effect. Has a weak repeUenr effect on insects. In 
conjunction with toxicity for animals and insolubility in water its use is limited. 

Used in the summer in the form of powder as ami [illegible] that repels insects on skin, including castration of 

animals. 

In the form of the preparation desinsecialin - DesinsectaJinum (mixture of naphthalene in 60% carbon with an 
admixture of neutral hydrocarbons) used against lice and mires-carriers of hemosporidiosis. 

AUTOL. AUTOLUM 
Synonym: machine oil 

Properties. Viscous, salve-like dark brown mass. Insoluble in water. Miscible with fats and oils. Possesses 
anticorrosion properties. SoUdification point 35-40°. Produced from petroleum distillates and residues. Stored in drums 
and iron cans. 

Action and use. As an antiseptic effect and acts against [illegible]. Used as a base for production and salves, 
used in mange, hypodermatosis, ringworm and other skin diseases. 

Officinal autol salve. Unguentum Autoli. Consists of 85 parts autol, 12 parts stearin, 3 parts zinc oxide; 85 parts 
autol, 7 parts stearin, 3 parts paraffin and 5 parts suet (illegible] brownish-yeUow mass or chocolate-cobred odorless 
mass. 

Produced in a 20 and 30 g package. Used to treat [illegible], burns, ulcers, dermatitis and also used [illegible] to 
prepare other salves. Applied to the skin one to two times in a bandage or without one. 

Polymerol. Polymerolum. Polymerized autol. Viscous dark brown liquid. Insoluble in water, soluble in solvent 
naphtha, chloroform. Used externally in pyodermas, burns, ulcers and other diseases of the skin. [Illegible] once a day in 
the form of bandages moistened in polymerol and [illegible]. 

2. SUBSTANCES THAT RELEASE OXYGEN 

POTASSIUM PERMANGANATE, KALI! PERMANGANAS 
Potassium permanganate, KMnO* 

Properties. Dark red violet crystals or fine [illegible] powder with metallic hister. Soluble in water [illegible] 
cold and 1:3.5 m boiling water). Aqueous solutions are reddish to purple in color. Incompatible with readily oxidizing 
and [illegible] substances (glycosides, alkaloids, tannins, [illegible] salts, sulfur, plant mucilages, proteins, alcohol and 
phosphorus) [illegible] can explode. Is a strong oxidizer. [Illegible] in well-sealed containers or in sealed tins. 

Action. In aqueous solutions during reaction with organic substances it decomposes to form free oxygen and 
manganese salts. Oxygen has an antirnicrobial and deodorizing effect. Manganese, depending on concentration, exhibits 
an astringent and irritating effect. Freshly prepared solutions act [illegible] and solutions stored for 3 days. A 2-5% 
solution of potassium permanganate has a destructive effect on most vegetative forms of bacteria. Its disinfecting power 
is strongly reduced in the presence of [illegible] substances. In conjunction with (he astringent and antimicrobial effect it 
has an anti-inflammatory and styptic effect. Oxidizes and [illegible] venom of snakes, phosphorus, alkaloids, morphine, 
aconitine, etc. 

Use. As an antiseptic and anti-inflammatory agent is used in the form of washing with 0.1-0.2% solution in 
stomatitis, rhinitis., pharyngitis, laryngitis. Is used in [illegible] of the esophagus, in enteritis, functional disorders of the 
intestines (0.1-0.2% solution) and also in intoxication [illegible] internally with opium, iraiphine, aconitine, phosphorus 
(0.5-2% solution). For prevention of gastrointestinal diseases a solution of potassium permanganate is periodically 
furnished to the animal (0.01% solution). During perosis in birds a drink which is administered with 0.01% dilution for 2 
to 4 days. 

Potassium permanganate is used for disinfection ofhands (0.5-2% solution), treatment of the operating field (5% 
solution), washing (0. 1-0.5% solution). It is prescribed in pyodermas, furunculosis, dermatitis and necrobacillosis in the 
form of a spray with 1-3% solution. 
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In vernicose dermatitis the damaged site in the region of [illegible] is sprinkled with permanganate powder in a 
mixture with strepiocide and wrapped in a bandage. For primary treatments and treatment of skin damage rilleeiblel a 
0.2-0.5% solution is used. 

Potassium permanganate is used in disinfection and deodorizing [illegible], storerooms for storage of meat and 
dairy products and also tables in markets, meat stands, counters, packages of meat and fish products (2-4% hot solution). 
In bites of toxic beetles and snakes, th<? location of the bite is sprayed with 5% solution [illegible] around the location of 
the bite 1 % solution: small [illegible] 2-S mL, large 5-1 0 mL; in snake bite it is simultaneously recommended that aati- 
snake serum be administered. In obstetric practice in metritis, vaginitis and trichomoniasis in large cattle spraying witha 
0- 1 % solution is prescribed 

Doses internally 0-1-0.2% solution; horses and large cartle 200-600 mL; small ruminants and pies 50-100 mL- 
[illegible] to 1 year 50-100 mL. 

CONCENTRATED POTASSIUM HYDROXIDE SOLUTION. 
SOLUTIO HYDROGENII PEROXYDI CONCENTRATA 
H : 0 2 

Synonyms: perhydrol, hyperol. 

Properties: colorless transparent liquid without odor or with a weak intrinsic odor, weakly acid reaction. Slowly 
decomposes at room temperature, very rapidly when heated. The preparation contains 27.5-31% hydrogen peroxide 
Incompatible with readily oxidizing substances, alkalis, silver salts, phosphorus. [Illegible] in glass vessels with glass 
stoppers in a cool location protected from light. 

[Page 3J 



For practical purposes a solution of hydrogen peroxide is also available - Solutio Hydrogenii peroxydi diluta 
containing about [illegible] hydrogen peroxide. This transparent colorless odorless liquid has an astringent taste, weakly 
acid reaction. For preparation [illegible] 1 0 g perhydrol and water added to 1 00 mL. For practical purposes mis hydrogen 
peroxide is prescribed and used. 

Action. On contact with organic and other oxidizing substances, potassium hydroxide solutions decomposes 
with liberation of oxygen. One liter of 3% hydrogen peroxide solution Forms up to 10 L of oxygen. Decomposition of 
hydrogen peroxide occurs under the influence of tissue enzymes (peroxidases and catalases), cleavage occurs according 
to the peroxidase type (H 2 0 2 -» H z O + O), active atomic oxygen is formed, and if according to the catalase [illegible] 
molecular oxygen is liberated (2H 2 0 2 2H 2 0 + 0 2 ). The formed atomic oxygen as an oxidizer has an antimicrobial ox- 
deodorizing effect. The liberated oxygen forms fine bubbles that mechanically promote cleaning of a wound from 
[illegible] and dead tissue- 
Hydrogen peroxide has a slight astringent and styptic effect. As a strong oxidizer it oxidizes toxins of snakes and 
[illegible]. According to the strength of the antimicrobial effect a 3% solution of hydrogen peroxides corresponding to a 
0. 1 % solution of corrosive sublimate, 5% solution of carbolic acid. Hydrogen peroxide edinunates putrid odois, reduces 
blood flow and accelerates healing of wounds. 

Use. As a disinfectant and deodorizing agent it is used for washing and rinsing in mflammatory diseases of the 
oral mucosa, throat, in gynecological diseases, hemorrhage from mucous membranes (1-2% solution), for washing of 
festering wounds, ulcers, cavities and also mflammarion of the external ear (3% solution). Used for [illegible] bandages. 

In bites of poisonous snakes and beetles perhydrol is introduced subcutaneously around the location of the bite 
with a 3% hydrogen peroxide solution (small ariimals 1-5 mL). 

For disinfection of poultry coops 3% perhydrol solution is used with 0-5% lactic acid. For preparation of the 
solution 1 part perhydrol and 9 parts water and then 0.5% lactic acid is added, a 3% hydrogen peroxide solution is used 
to sterilize syringes-catheters used in artificial (illegible] with subsequent washing with isotonic sodium chloride solution. 
For disinfection [illegible] 1 0% hydrogen peroxide solution and 3% acetic acid solution or formic acid solution is used 
with three-fold application of 1 liter per 1 m z of area at hourly intervals. Disinfection of special doming of workers in 
apiaries is carried out no less than once a month by immersion in 2% hydrogen peroxide solution for an hour or in a 
chamber with formaldehyde vapors. 
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(14) flara nyGmiaiviH: 1997.11.10 (71) Mm* aasBHrenfl: Bc* P occhhckhh HaysHO- 

(21) PerMCTpaqMOHHbiii HOMep saflfiicn; 95111037/13 Mccne^qoBirrejibCKMfi MHcnrryr 

(22) flaTa nQflann saflBKM: 1995.06.27 fleTepwHapHoii BMpyconowM m 
(46) flaTa nyCfMxaijm $opMyjiw H3o6peT6Hna; MMKpo6wojiorMM 

1997.11.10 ( 72 ) Hm* K3o6peraTen*: PaBpunoB B.A.; Mmcjiob 
(56) AHa/iom W 3o6pereHH«: 1 . 1 . SU, asTopcKoe K3,B ' ; H"* 0 ™**** Jl.O. 

CBMfleTexibCTBo, 1837071, Kn.C 12N 1/20, 1993. 2. * 73 ) Mwfl na TeHTOo6naflaTeiifl: BcepoccH Ackh m 
SU f aBTopCKoe cBMAeronbCTBo, 1791449, kji.C Hay^HO-MCcneAOBaTe/ibCKMM MHCTMTyr 

12N 3/00, 1993, BeTepiwapHofi BMpycoJiorMM w 

MMKpo6HOJ10rtfM 

(54) cnOCOB M3rOTOBJlEHMfl BAKUMHbl nPOTMB CMBMPCKOll «3Bbl MCMBOTHblX 

Hcncuib30BaHne: SiiOTexHonorwa, MwcpoSMojiorvi*, bbkmuhs npOTMB cn6wpcKofi *3Bbi awaoTHbix. Cymnocrrb 
M3o6peTeHnH: KynbTMBupoBaHne eaKMMHHoro urraMMa 5-BHMMBBmM ocyuiecTBnflior a >kvwkom cnopyjiauwoHHo- 
Poctobo* cpeAe, coAeprcame* A po>K>KeBoK ajccrpaia, nenTOH, Kajwfl 4>oc<t)opH0Kncjibifl wysaMeuiwHbiR Ka/ibUM* 
xjiopMCTbin, umhk cepHOKHC/ibiA, Heat cepHOKMcnyio, we/ie30 cepHOKiicnoe, 3mmohh* cepHOKUcnwi* m BO/iy (pH 7,2 
±0,2). npw 3tom Ky^bTMBwpoaaHne urraMMa ocymecrrenflJOT b peatoope a TeseHMe 23 - 25 4, us mix nepBbie 17 - 
19 4 n P n aspaqMM, noAAep>KMBaa CKopocxb pacTBopeHH* KMcnopoAa b cpeAe 5 ( 5±0 t 2 Miwio/ib Ha 1 n cpeAW b nac. 
Ana KOHueHTpMpoeaHnji cnop Mcnonb3y*cnr naTpweByio oo/ib Kap6oKCHMeTkJiueJixiiono3bi, KOTopyto bhocht b 
cycneH3M>o ao KOHueHTpaL|tin 0,2 - 0,3%, a OTCranaaHne ocyu4ecrBnHK>T ripn TeMneparype 0 - 25°C a TeneHne 23 - 
25 M.-2 a.n. cfwibi. 

M306peTeHne oTHOCirrcfl Ko6xiacrM MwcpoSMOjioniM, b wacrHOcrm k 6norexHonorHM sa^HHbix npenapaTos v\ 

MO)K&T DbJTb MCnOJlbSOBaHO npH MSrOTOBJieHWM BaKLjUHbl npOTMB CW6wpCKO& »3BW. 

fl™ J43roTOBneHHfl BaKUidHbi npOTMB cm6mpcko8 asBbi hwbothhx ucnoribsyioT cnoco6 Ky/ibTMBMpoBaHMfl 6a*crepnCi 
BHAa B.anthracis b 6yTbmax-HeTBepTax Ha nxiOTHoft nMTaTenbHow cnopynquMOHHO* cpeAe, co A epKau4e« b 
KasecTBe ochobhopo KOMnoneHfa rMAponwsaT kdpmqbwx Apo>*OKefi [1] 

HeflOCTaTKOM AaHHoro cnoco6a aBJiaerca AnwTe/ibHOCTb npOMecca KyjibTMBHpoBaHwa urraMMa B. anthracis (72 82 
m), a TaFOKO TpyAoeMKOCTTb, T9K KaK Hapa6oTKa cnopoBoro MaTepna/ia npoM3Bo A MTCfl a 6yrbiJinx-MeTBepTqx. 

Han6o/iee 6j1h3KPIM TexHimecKMM peweHKeM, Bw6paHHbiM b KaHecree nporoTMna, HenaeTCfl cnoco5 
KynbTHBHpoBaHMfl urraMMa 55-BHMMBBnM b jkmakoPI nuTaTe/tbHoft cpeAe c ncnonb30BaHneM b KanecrBe 
MCTOMHUKa asoTa ioicjiOTHoro rwApoxinaaTa roBfl>Kbero Maca. Cnoco6 nosBonweT 3a 48 m nonyMHTb cnopoBbi« 
M3Tepnan, cx)Aep>fcaiqMCi 100 300 mjih. >KM3Hecnoco5Hbix cnop urraMMa 55-BHMMBBmM [2] 

OcHOBHbie HeAOCTanai aToro cnoco6a saKnKjnaKrrcH b He6o/ibUJOM BbixoAe cnopoBoro MaTepwana c 1 cm 3 

nKTare/ibHoii cpeau (100 300 mjih. cnop b 1 cm 3 ), b ncnonb30BaHMM b cp^e icynbTMBupoBaHWA Mflca, qeHHoro 

npoAy)cra nMTanww nenoBeKa, a TatOKe b AnHTe/ibHOcru npoqecca BbipauiMBaH^a Kyjibiypbi v\ nonynBHm cnop (2 
cyr). 
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Bewecrea ™™n e H MMM Ha / r >CB . N ^ 792969, kh. C 12 N 1/02, aerophones M.A m fl P ) O "noa^er 
rvoeoAMTt, KOhMeHTpupoeaHut .xrepnanbHbix cnop b cycneHann aa 4 5 cy . . noasonaer 

OcHOBHbie HeflOCTaTKw sroro cnoco6a sawDCMae-rcn b A/iHTe/ibHoc™ npoyecca KOHueHTpupoeaHHa (4 5 cvrt a 
Taioxe s oSpaaoaaHwi npoHHbix KOHmoMepaToe cnop npa oTCTanBaHUM, Koropbie TpyAno pecycneHflnpoeaTb 
Hani-mne KOHr/ioMepaxoa cnop b saKuuhe heAonycTMMo. ' wmawhwhbti.. 

Me/ibio HacTOflinero M3o6peTeHn« HB/iseTCfl yBe/weHMe swxoAa KorMMecrea cnop c eAUHUUbi nuTBTe/ibHofl 
cpeflw, coKpaujenne TpyAoeMKOCrw cnoco6a, MaTepwanbHbix 3aTpaT m Bper/eHM Ha nonyneHMe m 
KOHL|eHTpnposaHne cnopoBoro MaTepwana ajw M3roToaneHnsj BaiajMHbi. 

Mejib AocTMraeTCfl TeM, hto b npeflnaraeMOM cnoco6e waroTOBJieHMs BakquHbi npoTWB cn6npcKofi subm 
KynbTMBwpoBaHMe ocyu4ecTB/iB|OT a peaio-ope c McnwibsoBaHMeM P a 3 pa6oTaHHofi HaMH m anpoBupoBaHHoii now 
npoM3BOACTBe BaKUMHbi jkmakom cnopyiiHquoHHO-poctOBOfi cpeAbi cneAyiomero cocraBa (Mac.): 

flpoxoKeBon aKcrrpaKT cyxofl 0,2 0,3 
nerrroH (pepMeHTaTMBHbifi cyxoii 0,2 0,3 

Ka/inH cpoc<|3opHOKvicnbi« AByaawieujeHHbiR 0,04 0,06 COPY 

KanbLtnii xnopvicrbifl 0.004 0,006 



MarHMfl cepHo»oicnw« 0,03 0 ( 05 
14hhk cepHOKucribJM 0,0005 0,0015 
MeAb cepHOKucna* 0,0005 0,0015 
>Kene30 cepHOKMcnoe 0,00005 0,00015 
AiwiMOHMft cepHOKUcnwft 0,15 0 r 25 



Bofla AeMUHepa^nsoBaHHafl (pH 7,2±0,2) Ocra/ibHoe 



KpoMe Toro, kcnonbayioT HHbie ycnoBMfl KynbTHBMpoBaHMH. B nepsbie 18 4 KyjibTypy urraMMa 55-BHMHBBmM 
aspvipyKJT BO^AyxoM nyrewi 6ap6oTVipoBaHym, ypOBeHb aapaiWM cocraB/iaeT 5,3 5,7 MMone* pacTaopeHHoro 
KHcnopoAa Ha 1 n cpeflw 0 1 % npw stom 95 100% BbipocwHX 6aKTepwanbHbix KneTOK o6paayioT cnopw 3aTeM 
33pnpoBaHMe npeicpaiijaiOT m Ky/ibiypy BbiAepttnaaiOT 6 h ao aaBepiueHwjH cnopoo6pa30aaHua m nonHoro nwawca 
BereTaTtiBHoro MarepMana. 

CoKpau^eHMe epeMeHU Ha KOHL|onTpnpoBaHne cnopoBoro MaTepwana AocroraeTCfl Mcno/ibaoaaHneM b KaHecree' 
BcnoMoraTenbHoro semecrsa HaTpweBoft cona: Kap6oKCHMe™nqenniono3bi (Na KM14) a ormiManbHofl 
KOHuaHTpaqnH 0,2 0,3% Kpowie Toro f oca>KA£HMe cnop ocyuuecranflKTr HenocpeAcraeHHO b peaicrope npw 
Tewinepatype 0 25°C s revenue 23 25 m. 



Cnoco5 KynbTMBupoBaHnq paapa6oTaH Ha 5-jihtpobom cf>epMeHrepe "EpOMMa" (cfiupMa J1KB IUb^hm) kt 
BocnpOMsaeAeH b 250-jiwtpobom peaicrope. YKaaaHHbia cnoco5 Mower 6brrb ocymecrB/ieH a cocyAax Ann 
Ky/ibTWBMpoaaHUfl pa^nnMHoro 06-beMa. flnfl stopo HeoQxoAMMO onpe/ienMTb Maccoo6MeHHbie no KucnopoAy 
xapaKrepucTMKM ncnonb3yeMbix cocyAOB. 3to moxho abino/iHWTb c noMOiijbK) cy/ibcf>wTHoro MeTOAa. 

npMwep 1, OnpeAe/ieHne Maccoo6MeHa no KwcnopoAy b 250-jimtpobom peaicrope, Bbipau^MBaHne Ky^biypw 
iiiTawiMa 55-BHP1MBBmM m nonyMeHne cnop. 



B 250-nwTpQBQM peaKrope, coflep?KaineM 160 ji AncmnnMpoBaHHoft boaw, no ycoBepujeHCTaoBaHHOMy 
cynb0MTHOMy MeroAy onpeflen^Kyr CKopocrb pacrBopeHna KHcnopoaa (MMOnefl 0 2 b nac) npn noAa^a BoaAyxa 
sepe3 6ap6oTep b peaicrope a KonnsecrBe 2,5 AM 3 /n boaw a muh vinn 40 am 3 /160 n boaw b mhh (1-e nswiepeHHe); 5 
AM 3 /n BOAbi a mmh ham 80 am 3 /160 ji b mhh (2-e H3wiepeHMe) w 7,5 am 3 /ji boaw b mmh mhm 120 am 3 /160 n BOflbr b 
mmm (3-e M3MepeHne). 
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—MCHuocn. ypoBHfl aapau-. , 'MMOnefi OJn a sac) or Zoom nlu P rPa * MKa ' °^Wo 

2 " nag or CKOpocrw noAam . W yxa a peaKTop (Aw 3 /n a mhh). 

ewpamneaHHe KynbiypM u>raMMa 55-BHMMBBmM k nonyneHMe cnop COPV 

floeaaneHHeM 25%-Horo pacraopa niADOOKMCM Ka™ H Mnu u ™« ^ '.^-O.Z • 

oxnaxwaioT fl o 30 35°C. "W^hcm Kan** mum Harp*,*. Cpefly crepwiMayior np M 134°C b je^e 1 w M 

B peaicrop c nuraTenbHoii cpeflofi sa/WBawT Mepea npo6ooT6opHW< noeesHofl 

o*a MM a 55-BHHMBBnM, b KO/iMMecTBe 1,5 - j ^10" JZZ^ZT^ Cn ° P ° ByK> CyCneH3M '° 

ypoeen, a3pa MMM 5.5 M »on** a Sy^bKp^ ff JSSK^^ 
Ky/ibTypa BaKMMHHoro urraMMa 55-BHHHBBmM BMnaniftMu Mta 

- 3 Hecnoco6H hIX C nop. ^ecrao KO^^M^^I^i^^S 8 ^!; ^ " ^ 
noa^e^e ypoan* aspa^ aauie 5,7 mmo^ OJn s nac OTpMuarenbHO an^er Ha poor h cnopoo6pa 3 oBaH M e 

CHM^eHMe y P OBH« mp*** HM*e 5,3 MM0 „e« <y fl B Hac Bbl3hlBaeT p e3Koe yMe HbweH M e npouema 
SS?TS SB"^ m 50 6 ° % — — KneTOK. Bbixofl cnop c 1 CM 3 nwTaTenbH0 , cpeflU 

B nP Spe° Ca>,WeHMe ° nOP 8 Ky ' ,b7Ype BaK41,HHOro «^P~HHoro uiraMMa 55-BHHUBBmM nenocpeACTBeHHO 

B peataop, coflep^mnB 160 n cnopoeoR xyjibiypu mra MM a 55-BHMMBBnM c KOHMeHTpauMeft cnoo 350 500 
M/1H./CM 3 , aaJiMBaior vepea npo6ooT6oDHw< 16 ji 2% HQ m na,-™™* w= I/mi, cnop 350 500 

KOHqeHTpupoBaHne cnopoBoro Marcpna/ia. ycnoBMsx npoacxoAMT 1 0-1 5-KpaTHoe 

hXS™^ Cn ° P0By " Na KMM B • 0 """" koh MeHTpaiiM m 6o„ee 0,2% cKopocn, oca^eH** cnop 



npw AoBaBXieH^ b cnopoeyK) Kyntiypy Na KML| b KojiimecTBe 0,10 0,15% oca^eHMe cnop npo M cxoA»T MenneHHo 
™* me 10 12 ^ ^^MeHeHM© TewnepaTypb, or 0 fl0 25°C He Ha CKopocrb oewSSSSST 

K cynepKOHMeHTpMposaHHOMy cnoposowy MaTepwany AoOu/MiorniMuepMH fl o koh&hhoA KOHuem-oauuM <«w 
coflep^aHMeM 50 300 A03 b o6-beiue 1 5 m/i paa/wBaiOT a aMnynbi u OTnaaaaioT 6es BaKyyMa. 

McnontaoBaHne npwaraeMoro cnoco6a waroToa/ieHUH aaxMMHbi na luraMiwia 55-BHHHBBnM no cDaB Me H M « r 
cyujecTBywmnMH cnoco6aMH ooecneHMBaer cfleAyKJ^e npenMyu4ecTBa: o^^M no cpasHeHMto c 

SS^^^^'JS!^ 60nbW " e ° 5VeMW Cn ° P U/T3MMa 55 ' BH ^BB^ " KOHueKrp.posarb «, 



http://www.fips.ru/cdfi/fips.dll? 



20.04.04 



FEB. 14. 2005 B 3:01PI^ 3roTO MBS&S 919 854-1401 m ft _ NO. 1471 ""P. 25^ 

wroTg ( .v.o.wpna/ia a 2 pa3a, a Ha KOHMeHjpupoBaHne cnop b b pas; 

nosBoraer npoBOAWb kohmv . pupoBanwe cnop b tunpoKOM AnanaaoHe i ^neparypu (0 25°C); 

AaeT BoaMOWHOCTb ykennwnTb bbixoa cnop c 1 cm 3 nm-aTe/ibHofl cpeAbi b 2 paaa; 

nosBonaeT nonynaTb wwAKyio cynepxoHLieHTpwpoBaHHyfo saKquHy. 



OOPWiyilA H30SPETEHW1 



COPY 



I* Ri^S^ MWra - MWw np °™ B CM6li P CK0 * " 30W JKMBOrHbix, BKmoHaiou^K Ky/ibTMBupoBaHne mra MM a 
55-BHHHBBmM b >#chakom nwraTenbHou cpeAe, coAep*au4e« opraHMwecKM* mctomhkk aso-ra, ao MaKCkiManbHoro 
o6pa30BaHn« crop m KOHqeHTpMpoeaHwe cnoposoB Ky/ibiypu c Mcno/ibaoeaHkieM acnoMoraTe/ibHoro BeniecrBa c 
nocneAyJoiyuM OTcranBaHneM cm ecu m oTAe/ieHnew ocaAica, OT/insaiomM&ca tbm, mto, c qe/ibK) yMnifHmMfl 
BwxoAa KonmecTBB cnop c ^hmmw nmarenbHoA- cp^u, cakpaujBHM rpyAoeMKocni cnoco6a, Marepiia/ibHbix 
aaTpaT h epeMeHU H a no/iyseHMe u KOH 4 eHTpnpoaaHne cnopoBoro Marepiiajia, urraMM 55-BHMMBBmM 
jcy/ibtuBupyioT na nMTare/ibHoK cpeAe, coAep>fcamefl Apo>K>«eBoR 3Kcrpa»cr cyxofl, nenTOH ica/m* 
^occfcopHOKMcnbrfl AByaaMemeHHbiR, icanbuuft xnopncrbi* ( wiarHMfl cepHowcnbiB, mmhk cepHOKMcnwPi Menb 
cepHOicuc/iyra, rceneso cepHOKKcnoe, smmohmR cepHOKMcnwM npn cneAyiomeM cooTHOtueHMM KOMnoHenroB, Mac. 

flpo)K>KeBO« sKcrpaicr cyxofl 0,2 0,3 

nenTOH 4>epMeHTaTHBHbifl cyxofi 0,2 0,3 

Kan mm 4>oc<t)opHOKMGnbiB AByaaMeujeHHbifi 0,04 0,06 

KanbL|nR xnopucTbift 0,004 0,006 

MarHwfl cepHOKuc/ibift 0,03 0,05 

Uhhk cepHOKWcnbitf 0,0005 0,0015 

MeAb cepHOKMcnafl 0,0005 0,0015 

>Kene30 cepHOKMcnoe 0,00005 0,00015 

Ammohhw cepHOKMcnbi^ 0,15 0,25 

BoAa AeMMHepanw3oaaHHaH (pH 7,2 ± 0,2 ) OcranbHoe 

2. CnocoS no n.1, OT/iMHawmwMCfl tgm, mto Ky/ibTviBMpoBaHwe ocymecrBiiawT b peaicrope b TeneHwe 23 25 h, na 
hmx riepBbie 17 19 m npn aspanaM, noAflep>KMBaH CKopocib pacreopeHMfl wicnopoAa b cpeAe (5,5 ± 0,2) MMO/ib Ha 
1 n cpeAbi b sac. 

3. Cnoco6 no n.1, OTJiMMajomwBca tsm, hto a/i* KOHueHTpuposaHMfl 6aicrepHanbHbix cnop b jcaMecrBe 
scnoMoraTenbHoro eemecTBa ncnojib3yjOT HaTpneayio co/ib KapBoKCHMeTVinyejiJiKDJiosbi, wrropyK) bhocat b 
cycneH3nra ao KOHeHHOft KOHueHTpauwn 0,2 0,3% a OTcranBaHwe npoBOAHT npw 0 25°C B TeMewwe 23 25 n. 

H3BEmEHM5i OB M3MEHEHHH nPABOBOfO CTATYCA 



HoMep 6)onneTeHfl 16/2002 
flaTa ny6nwKaiiHM Sjojuistshh 2002.06.10 

Koa M3MeHeHMfl npaBOBoro crraTyca MM4A - flocpoHHoe npeicpameHHe fleftcTBMfl nareirroB PO ms-m 

Heyn/iaTbf b ycraHoaneHHbiM cpox noujjiMH 3a noAAepxcaHHe 
nareHTa b cM/ie 
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( 54) METHOD FOR PRODUCING A VACCINE AGAINST ANIMAL ANTHRAX 

Sx?™ hn0l0 ? y ' I ^ crob j? lo ?>'. vacc ™ against animal anthrax. Essence of the invention: the vaccine strain 5- 
VNHVVtM is cultured in a liquid sporulation-growth medium containing yeast extract, peptone, potassium 
bipnosphate potassium chlonde, zinc sulfate, copper sulfate, iron sulfate, ammonium sulfate and water (pH 7 2+0 2) 
Culrurmg of the strain is accomplished rn a reactor over 23 to 25 hours, the first 17 to 19 hours during aeration, ' 
maintaining a rate of dissolution of oxygen in the medium of 5.5±0.2 mmol per liter of medium per hour The 
sodium salt of carboxymefcylcellulose is used to concentrate the spores, the salt being introduced to the suspension 
to a concentration of 0.2-0.3%, while precipitation is accomplished at a temperature of 0-25°C for 23 to 25 hours 
Two dependent claims. 

Tbe invention pertains to microbiology, specifically biotechnology of vaccine preparations, and can be used in the 
production of a vaccine against anthrax. 

The method of culturing bacteria of the species B. anthracis in quarter bottles on a dense nutrient spoliation 
medium containing edible yeast hydrolyzate as main component is used to produce the vaccine against anthrax [1]. 

The shortcoming of this method is the duration of the process for culturing the strain of B. anthracis (72 to 82 hours) 
and also the labor intensity, since workup of the spore material is accomplished in quarter bottles. 

The closest technical solution chosen as prior art is the method for culturing the strain 55-VMIVViM in a liquid 
nutrient medium using acid hydrolyzate of beef as nitrogen source. The method permits spore material to be 
produced in 48 hours containing 100 to 300 million vital spores of the strain 55-VNIIWiM [2]. 

The main drawbacks of this method include the low yield of spore material from 1 cm 3 of nutrient medium (100-300 
million spores per I cm ), use of meat, a valuable human food product, in the culture medium and also the duration 
of the process, for culturing and producing the spores (2 days). 
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f known for concentration of bactenal spores by precipitation, using the auxiliary substance 
polyethylene.mine (Certificate of Authorship No. 1792969, cl. C 12 N 1/02, authors Bakulov I A eSl ^ Itnenni* 
concentration of bacterial spores in the suspension b 4 to 5 days. »a*u«ov, i. a. et al.). It permits 

The main drawbacks of this method include the duration of the concentration process (4 to 5 days) and also the 
format™ of strong conglomerates of spores during precipitation, which are difficult to reLsp^d Tne pTese^e of 
spore conglomerates in the vaccine is inadmissible. ^ presence ot 

The purpose of the present mention is to increase the yield of the number of spores per unit of nutrient medium. 
^ZSZS*"* ° fibe ^ Md ,ime » Pr ° duce a COn « spore nSeTafT 

J™r C !! V H iS aCWCVCd " ^ Pr ° p05ed 1X1611,0,1 for P roducin S the vaccine ^inst anthra* culturing is 

^ m 3 r f Ct ° r ' ^ \ hqUid •P°™>«*'**o«* medium whh the followmg comp^on (b^iL) 
developed by us and approved in the production of a vaccine: ^ 1 y TO W 

Dry yeast extract 0.2-0.3 

Dry enzymatic peptone 0.2-0.3 £ Bj^ 

Potassium biphosphate 0.04-0.06 ^rf 7 SI ■ 

Potassium chloride 0.004-0.006 

Magnesium sulfate 0.03-0.05 

Zinc sulfate O.O0O5-O.OO15 

Copper sulfate 0.0005-0.0015 

lion sulfate 0:00005-0.00015 

Ammonium sulfate 0.15-0.25 

Demineralized water (pH 7.2±0.2) remainder 

Moreover, different culturing conditions are used. In the first 18 hours the culture of strain 55-VNIIVViM is aerated 

StToSJtJS "* r aa ° n , leV ? ^ 5 - 3 - 5J • nm01 ° f diSS0lved 0Xygcn " er lirer of m * dium * 1 * which 
95 to 100% of the grown bacterial cells form spores. Aeration is then stopped and the culture held for 6 hours to 

completion of spore formation and complete lysis of the vegetative material. 

A reduction in the time for concentration of the spore material is achieved by using the sodium salt of 
carboxymcthykellulose (NaCMC) as auxiliary in an optimal concentration of 0-2-0.3%. Moreover precipitation of 
the spores is accomplished directly in the reactor at a temperature of 0 to 25°C over 23 to 25 hours. 

The culturing method was worked out on a 5 L "Bromrna" fermenter (LKB Co., Sweden) and reproduced in a 250 L 
reactor. This method can be accomplished in vessels for culturing of different volume. For this purpose it is 
necessary to determine the mass transfer characteristics of the employed vessels relative to oxygen. This can be done 
by the sulfite method. 

f^™!. 0 ^"" 1 ? 1 ^ 11 0f T^ S transferrelative *> ^ygen in a 250 L reactor, growing of the culture of strain 55- 
VNIIVViM and production of spores. 

The rate of dissolution of oxygen (mmol O z per hour) during supply of oxygen through a bubbler in a reactor in an 
amount of 2.5 dm fL water per minute or 40 dm J /160 L water per minute (first measurement); 5 dm 3 /L of water per 
minute or 80 dm /-160 L per minute (second measurement) and 7.5 dm 3 /L of water per minute or 120 dmVieOL 
water per minute (third measurement) is determined according to the improved sulfite method in a 250-liter reactor 
containing 160 L distilled water. 
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Growing of a culture of strain 55-VNIlWiM and production of spores. 




The seed material, a spore suspension of strain S5-VNIIVViM in an amount of I 5-3 OlO ,; viral 

Example 2. Precipitation of spores in a culture of anthrax vaccine of strain 55-VNIIWiM directly in the reactor. 

through the sampling devjce, the reactor containing 160 L spore culture of strain 55-VNUVViM wim a monT 
concemrauon of 350 to 500 million/cm*. The contents of the reactor are mixed and left a Jt for^O to 24hLs 

vessel ^or^eT/oTr f 'tS, ^ "* precipitate CarcfaI1 y and P oured ^ ^ 
vessel for examp e a 20-hter glass bottle. The precipitate in an amount of 10 to 15 L contains 4 to 6 billionlS 

ETHSf' >S eaS ? reSUS ? e e d€d BBd ^ to P"> duce > ^cine against animal and™ 10- 

to 15-fold concentration of the spore material occurs. conainons iu- 

iSS^'issis; the culture * a 61141 concentration of more °- 2% - *• ra,e ° f p-^on of 

J^LfE ho' ^iT'r ^ ^ 3111011111 ° f 010 to ° 15% - P^pi^on of the spores occurs slowly 

over 10 to 1 2 hours. A change «, temperature from 0 to 25'C does not affect the rate of precipitation of spores. 

Glycerol is added ro the super concentrated spore material to a final concentration of 30%. The super concentrated 
hqtud vaccme obtained as a result from strain 55-VNTJWiM containing 50 to 300 doses in a volum^ of 1 to Tmlis 
poured into vials and sealed without vacuum. 

J t e ,H^ e J!° P06 l d fu h0d f ° r producin * a vaccine fr 0 ™ 55-VNnWiM in comparison with the existing 

methods ensures the following advantages: * 
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ft permits production of larger volumes of spores of strain 55-VNItVViM in reactors and their concentration 
observing conditions of sterility; 

It reduces the time to produce the spore material by a factor of Z and the time to concentrate the spores by a factor of 
It permits concentration of spores over a wide temperature range (0-25°C); 

It offers a possibility of increasing rhe yield of spores from 1 cm 3 of nutrient medium by a factor of 2; 
It permits a liquid super concentrated vaccine to be prepared. 

CLAIMS CQ.PY' 

I. Method for preparation of a vaccine against animal anthrax, including culruring of strain 55-VNIlVViM in a 
liquid nutrient medium containing an organic nitrogen source, to maximum spore formation and concentration of the 
spore culture using an auxiliary substance with subsequent precipitation of the mixture and separation of the 

ESE?1 Ch T C ^ i hy ?» faci ^ in order t0 yield of the number of spores per unit nutrient 

medium, to reduce the labor intensity of the method, the material costs and time to prepare and concentrate the snore 

^Phospha te, potassium chloride, magnesium sulfate, zinc sulfate, copper sulfate, iron sulfate, alnmonium sulfate 
with the following ratio of components, by weight, 

Dry yeast extract 0-2-0.3 
Dry enzymatic peptone 0-2-0.3 
Potassium biphosphate 0.04-0.06 
Potassium chloride 0.004-0.006 
Magnesium sulfate 0.03-0.05 
Zinc sulfate 0.0005-0-0015 
Copper sulfate 0.0005-0.0015 
Iron sulfate 0-00005-0.0001 5 
Ammonium sulfate 0.15-0.25 
Demineralized water (pH 7.2±0.2) remainder 

2. Method according to Claim 1 , characterized by the fact that culturing is accomplished in the reactor for 23 to 25 
hours the first 17 to 19 hours dunng aeration, mamtaining a rate of oxygen dissolution in the medium of (5 5±0 2) 
mrnol per 1 L of medium per hour. 

3 Method [according to Claim 1, characterized by the fact that, for concentration of the bacterial spores, the sodium 

arbox y mfi thylcellulose is used as auxiliary substance, introduced to the suspension to a final concentration of 
0,2-0.3% and precipitation is carried out at 0 to 25°C over 23 to 25 hours. 
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